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09/840,503 IWANOWICZ ET AL.
Office Action Summary Exarminer ArtUnit
Hong Liu 1624

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address --
Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM
THE MAILING DATE OF THIS COMMUNICATION.

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed
after SIX (6) MONTHS from the mailing date of this communication.
- if the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SiX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).
- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any
eamed patent term adjustment. See 37 CFR 1.704(b).

Status
1) Responsive to communication(s) filed on 12 September 2003 .
2a)[] This action is FINAL. 2b)XJ This action is non-final.

3)[] Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.
Disposition of Claims

4)[X] Claim(s) 10-23.30-35 and 37-41 is/are pending in the application.

4a) Of the above claim(s) is/are withdrawn from consideration.

5)[] Claim(s) is/are allowed.
6)X] Claim(s) 10-23,30-35 and 37-40 is/are rejected. .
7)IX] Claim(s) 41 is/are objected to.

8)[] Claim(s)
Application Papers

are subject to restriction and/or election requirement.

9)[] The specification is objected to by the Examiner.
10)[] The drawing(s) filed on _____is/are: a)[] accepted or b)[ ] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).
11)[_] The proposed drawing correction filed on ______is: a)[_] approved b)[[] disapproved by the Examiner.
If approved, corrected drawings are required in reply to this Office action.
12)[] The oath or declaration is objected to by the Examiner.
Priority under 35 U.S.C. §§ 119 and 120
13)] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
a)(J Al b)[J] Some * c)[T] None of:
1.[] Certified copies of the priority documents have been received.
2.[] Certified copies of the priority documents have been received in Application No. ______

3.[] Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.

14)[] Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application).

a) [_] The translation of the foreign language provisional application has been received.
15)_] Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121.
Attachment(s)

1) [X] Notice of References Cited (PTO-892) 4)[] Interview Summary (PTO-413) Paper No(s). )
2) [:l Notice of Draftsperson’s Patent Drawing Review (PTO-948) 5) [:] Notice of Informal Patent Application (PTO-152)
3) [:| Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) D Other:

U.S. Patent and Trademark Office
PTOL-326 (Rev. 04-01) Office Action Summary Part of Paper No. 16
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DETAILED ACTION
Claims 10-23, 30-35,and 37-41 are pending in this application.
Continued Examination Under 37 CFR 1.114
1. A request for continued examination under 37 CFR 1.114, including the fee set forth in
37 CFR 1.17(¢), was filed in this application after final rejection. Since this application is
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e)
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to
37 CFR 1.114. Applicant's submission filed on September 12, 2003 has been entered.
Claim Rejections - 35 USC § 112

2. The following is a quotation of the first paragraph of 35 U.S.C. 112:

The specification shall contain a written description of the invention, and of the manner and process of making
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode
contemplated by the inventor of carrying out his invention.

Claims 10-23, 30-35, and 37-41 will be rejected under U.S.C. 35, 112, first paragraph for
lack of written description. The proviso in claim 1 recites the limitation that “when R1 is alkyl,,
substituted alkyl, or alkenyl, R2 is not cyano.” and “when R2 is cyano R1 is not alkyl,
substituted alkyl or alkenyl.” There is no such disclosure in the specification. Therefore, the
negative limitation has no basis in the original disclosure. The MPEP at 2173.05(I) Negative
Limitation states “Any negative limitation or exclusionary proviso must have basis in the
original disclosure. See Ex parte Grasselli, 231USPQ 393 (Bd. App. 1983) aff’d mem., 738 F. 2d
453 (Fed. Cir. 1984)” and further, “Any claim containing a negative limitation which does not
have basis in the original disclosure should be rejected under 35 U.S.C. 112, first paragraph as

failing to comply with the written description requirement.” In the instant case, the new concept
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that has been introduced by the proviso is the specific relationships between R1 and R2. This
specific relationship of connectivity was previously not disclosed. This notion that the definition
of one variable depends on the definitions of other variables is new. The definition of a variable

is no longer independent.

Claims 30-41 are drawn to a method for treating of treating inosine monophosphate hydrogenase.

these claims are interpreted to include any and all disorders associated with this particular mode
of action. The specification reads on any and all transplant rejection and autoimmune disease,
psoriasis, inflammatory diseases, including rheumatoid arthritis and tumors, etc. see page 3 of
the specification. However, in a recent review article, Papageorgiou indicated that except for
organ transplant immunosuppression, the treatment of various IMPDH-dependent
hyperproliferative diseases by MPA “has failed due to the drug’s adverse effects.” (abstract of
Mini. Rev. Med/ Chem. 2001 and a copy of the article). The above quote makes it clear that, at
least as of 2001, use of IMPDH inhibitors was associated with serious side effects and therefore,
much more than routine experimentation would be required to find a way to get such agents to be
effective. As of 2001, there was only the potential, and success of the drug would require
modified formulations of the compounds, i.e. more than routine experimentation. Additionally,
no evidence of in vitro/in vivo effectiveness is seen in the specification for one (let alone all) of
the instant compounds for the uses claimed herein. See In re Surrey, 252 USPQ 724, regarding
sufficiency of disclosure. Competent evidence of art-recognized efficacy for intended uses needs
to be provided. Any evidence presented must be commensurate in scope with the claims and
must clearly demonstrate the likelihood of in vivo use for all uses being claimed. See Ex parte

Powers, 220 USPQ 925.
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The rejections of claims under 35 U.S.C.112, second paragraph, are hereby withdrawn in
view of applicants’ amendments.

Claim Rejections - 35 USC § 102

The rejections of claims under 35 U.S.C. 102(b), are herebylwithdrawn in view of the
provisos added.

3.
Claim Objections

Claim 41 is objected to as being dependent upon a rejected base claim, but would be
allowable if rewritten in independent form including all of the limitations of the base claim and
any intervening claims.

Any inquiry concerning this communication should be directed to Examiner Hong Liu
whose telephone number is (703) 306-5814. The examiner can normally be reached on Monday
through Friday from 8:30 AM to 6:00 PM.

If attempts to reach the examiner by the phone are unsuccessful, the examiner’s
supervisor, Mukund Shah can be reached at (703) 308-4716. The fax phone number for the
organization where this application or proceeding is assigned is (703) 872-9306.

Any inquiry of a general nature or relating to the status of this application or proceeding

should be directed to the receptionist whose telephone number is (703) 358-1235.

Mukund Shah
Supervisory Patent Examiner
Art Unit 1624
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